Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02
Product Ibuclin Express (Ibuprofe_n+Paracetamol), p(;vder for oral soi'm%’iﬂr : gc 325 mg
IlpoaykTt H6ykann® Jxenpece (M6ynpodeH + napaneTamot), HOPOLUIOK AJs IPHrOTOB/ICHHS

pacTBOpa 1A NpueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2102287 Batch Quantity / : 26474.000 units /
Cepust No O0beM NapTHH 26474.000 enuHuL,
Analytical Report No. / : 890001568697 Date of Analysis / : 27.01.2022
AHanuTHYecKUii oTyeT No JlaTa anajiuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov. 2023
JaTa npousBoJcTBa I'ogen oo

Analysis performed according ND / Ananu3 nposeaen no HJI: JIII-007239-300721

Ne
1 |Description / Onucanune

2 |Reconstituted solution /

- appearance / onucanue

Test / Ilokazatenn

BoccTaHoBJIeHHBIH pacTBOp

~ Result/ Pesyabrarnb!
White powder, with
characteristic odour. /

INopomok 6enmoro uyBera ¢
XapaKTEepHbIM 3aMaxoM.

XapaKTEPHBIM 3allaxoM.

Complies

White to off-white powder, with a

Colourless solution with a characteristic

Specification / Hopma

characteristic odor. / ITopouiok ot 6enoro
Jo noytH Oenoro IBeTa, ¢ XapakTEPHBIM
3arnaxom.

odor shall be observed, may have small
amount of suspended particles. /
BecuBeTHbIli pacTBOp € XapakTepHLIM
3aMaxoM, C BO3MOXHBEIM COJIEpKAHHEM
HeGOJIBIIOT0  KOJIMYECTBA  B3BELUICHHBIX |
YyacTHI. |

Specification / Hopma

3 | Dissolution time /
Bpems pacTBopeHHs

N Test / IlokasaTeJb B Result / Pesyibratbl
- Color of the solution / Complies /
yeemnocmy COOTBETCTBYET

Iminute 49 seconds

6.6

Not more than 5 min. / He 6onee 5 muH.

Color intensity of the solution does not
exceed color intensity of reference standard
Bo. / PacTBop nomkeH OBbITH OKpallleH He
6oJiee UHTEHCHBHO, 4eM 3TajioH Bo.

5.8 t0 7.8. /Ot 5,8 10 7,8.

4 |pH of solution / pH pacTBopa

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTCTBYET Tpebopanusam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Pardeep Kumar
IToarorosneHo:

Checked by / Himesh Kumar
ITpoeepeno:

-

—

.

Ono6peHo: Menemxkep / PykoBoaurens

Approved by: Manager/Executive / Pawan Kumar

Print Date /

Hara: 07.02.2022

Print Date /
Hata: 07.02.2022

Print Date /
Hata: 07.02.2022

Registared Olice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOMEKAT AHATHRA

Distt. Solan, H.P., 173 205, INDIA
lel : +91 Y81bb 56UUL-U2

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soltend 400dniecor325 mg
Mpoaykr Ho6yxann® Dxcnpece (ubynpoden + napaneramos), NOPOUIOK sl NPUTOTOBJICHHSA
PACTBOPA JUIsSt MPHCMa BHYTPL, 400 Mr+325 mr
Batch No. / : V2102287 Batch Quantity / : 26474.000 units /
Cepua Ne 0O6beM napTum 26474.000 eannuLl
Analytical Report No. / : 890001568697 Date of Analysis / : 27.01.2022
AHAJHTHYeCKNI oTyeT No Jata ana;usa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov. 2023
JaTa npousBoacTBa I'ogen 10 - ]

Analysis performed according ND / Ananu3s nposeaen no HJI: JIII-007239-300721

5

e

Test / Iloxazarennb

Result / Pe3ybTaThl

Specification / Hopma '

Identification / TloaHHHOCTD
1) by HPLC / BOKX
— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpogpen

— Paracetamol / napayemamon

Particle size / I'azmep yacTHI

Complies /
CoOTBETCTBYET

| Complies /
CoorsercrByeT

100 %

85 %

| crieKTpam

The retention times of the main peaks in the
chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / Bpemst yaepHBaHUsI OCHOBHBIX
MKOB HA XpoMaTorpaMmax HCIBITYeMBIX
pacTBOpPOB  JIOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM yIep>KMBaHUS
COOTBETCTBYIOLMX OCHOBHBIX IINKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAAapPTHBIX
obpasuoB  (pazaen  «Konn4yecTBEHHOE
ornpeAeseHne»). |
When carrying out the "Assay" test, the|
UV spectra of the test solutions should |
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposeeHun  Tecta  «KonnuecTBeHHOE
onpeaeneHue» Y D-CHeKTPbl UCIBITYEMBIX
PacTBOPOB HAOJDKHBI COOTBETCTBOBATh Y-
CTaH/IAPTHBIX pacTBOpOB
nbynpodeHa u napaneramola.

Particle size less than 2 mm — not less

than 95 %; / YacTuil pazMepom MeHee 2 MM
— He MeHee 95 %;

Particle size less than 0.25 mm — not less

| than 60 %. / yacTuLl pasmepoM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
Zaxkmouenue: OJIOBPEHO

Prepared by / Pardeep Kumar
[TogrorosineHo:

g

Checked by / Himesh Kumar
IIpoBepeHo:

Approved by: Manager/Executive / Pawan Kumar
Onobpeso: Menemxkep / PykoBogutens

Print Date /
Hara: 07.02.2022

Print Date /
Jara: 07.02.2022

Print Date /
Hara: 07.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHATIA3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral sol e 4oddyfeceB25 mg

HpoaykTr Hoykaun” Ixcnpece (nbynpoden + napaueramo), 10pomiox AJIs MPAroTOBJICHHS
PAcTBOPA LISl IpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2102287 Batch Quantity / : 26474.000 units /

Cepust Ne O0beM napTun 26474.000 eanHuLL

Analytical Report No. / : 890001568697 Date of Analysis / : 27.01.2022

AnanuTHeckuii oTyer N Jarta anayiusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov. 2023

JaTta npou3BOJACTBA Nogen o

Analysis performed according ND / Anajus nposegen mo HJL: JII1-007239-300721

Ne Test / [Toka3zaTeb

Result / Pe3yabTaThl

Specification / Hopma

7 |Water / Boaga

5.0%

| Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 |Related substances /
Popereennbie IpEMECH

- ibuprofen / ubynpodpen

- paracetamol / napayemamon

9 [Uniformity of dosage units /
OJHOPOHOCTDL A03HPOBAHHA

- ibuprofen / ubynpodhen

- paracetamol / napauemamon

BDL(Digregard Area 12171)

BDL

BDL (digregard area 8046)

Not Detected

BDL

24

23

Individual unidentified impurity - not more
than 0.15 %. / Enuanunas
HenIeHTUGUIMPOBAaHHAS IPUMECH - HE
6ounee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumeceii - we 6osee 0,5 %.

Impurity K - not more than 0.15%. /
[Ipumecs K - ve 6onee 0,15 %.

than 0.10%. / EqunuuHas
HewenTH(UIHpPOBaHHAS IPUMECH - HE
oonee 0,10 %.

Total impurities - not more than 0.5%. /
Cymma nipumMeceii - He 6onee 0,5 %.

Acceptance value (AV) should not be more
than 15.0. / ITokazartesnb IPHEMIIEMOCTH
(AV) nomken 6biTh He 6onee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Tloka3atens npUeMIEMOCTH
(AV) momxeH 6bITh He Gonee 15,0.

IIndividual unidentified impurity - not more |

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooTBeTcTByeT Tpebosannim HJL

Conclusion : APPROVED /
B3akmouenune: OJJOBPEHO

Prepared by / Pardeep Kumar

Checked by / Himesh Kumar
[IpoBepen

[ToaroroBiaeHo:
QJ)——K) &

0O

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemxep / Pykosonureitb

"\
%_2_’——

Print Date /
Hara: 07.02.2022

Print Date /
Hara: 07.02.2022

Print Date /
Jlara: 07.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTH®HUKAT AHAJIU3A Tel : +91 98166 56001-07
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, ﬂﬁgdrﬁ?+ 325 mg
HpoayxkT Moykaun” Ixenpece (ubynpoden + napaueramo.i), H0POUIOK LIS NPHTOTOBJIEHHS
pACTBOPA LISl HPHEMA BHYTPb, 400 Mr+325 mr

Batch No. / : V2102287 Batch Quantity / : 26474.000 units /
Cepus Ne 06beM napTHH 26474.000 exuHuL
Analytical Report No. / : 890001568697 Date of Analysis / + 27.01.2022
AHanuTnveckuii orger No Jata aHanwsa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov. 2023
JlaTa mpou3BOACTBA T'ogen go

Analysis performed according ND / Asasu3 nposenen no HJL: JITII-007239-300721

:J‘Tg
10

11

Microbial limits /
MnukpoOuonornyeckasi YHCTOTA NIL CFU/g
NIL CFU/g
Absent
Assay / KoaudecTBeHHOE
onpeejicHHe
- ibuprofen / ubynpogen 401.3 mg (100.3%)

|- paracetamol / napauemamon

Testi Iloka3zaTenab

Result / PesyabTaThbl

Specification / Hopma

401.3 mr (100.3%)

325.2 mg (100.1%)
325.2 mr (100.1%)

a) Total aerobic microbial count - not more
than 1000 CFU/g. /

O6uiee 1ucao a3pOOHBIX MUKPOOPTaHU3MOB
- He 6onee 1000 KOE/T.

b) Total combined yeasts and mould - not
more than 100 CFU/g. /

OO0lee 4UCIO JPOXOKEBbIX W MIECHEBBIX
rpu6oB - He 6onee 100 KOE/T.

c) Bscherichia coli - shall be absent per 1 g./
[Escherichia coli - otcyTcTBHe B 1 T

360.0 mg to 440.0 mg of CpiHisO2
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr g0 440,0 Mr
Ci3HisO2  (mbynmpoden) (ot 90,0 % no
110,0 % OT HOMHHANBLHOIO COAEPKAHUS) B
OJIHOM TaKeTUuKe.

2925 mg to 357.5 mg of CsH¢NO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJIBLHOrO COJIEPXKaHNUs) B
OJTHOM TaKETHKE.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayKT cOOTBETCTBYET TpeGoBanuam HJT

Conclusion : APPROVED /
Zaxmouenune: OJIOBPEHO

Prepared by / Pardeep Kumar

Iloarorosnexo: :
— ‘ — t),l—, =2

Checked by / Himesh Kumar
[IpoBepeHo:

Approved by: Manager/Executive / Pawan Kumar
Opobpeno: Menepiep / PykoBoaurenn

2 o B

Print Date /
Hara: 07.02.2022

Print Date /
Haa 07. 02 2022

Tel: +91 40 4900 2900 Fax +91 40 4900 2999 Emall mall@drreddys com

Print Date /
I[a’ra 07022022

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJTM3A

Tel : +91 98166 56001-02

patient information leaflet in
carton pack. / Ilo 5 r B
MaKEeTHKE U3
KOMOHHHPOBAHHOT'O

Marepuana (naMMHUPOBaHHAs
oymara/[I1OHI/amomuHueBas

Product Ibuclin Express (IbuprofentParacetamol), powder for oral sol WO B0 Hig P 325 mg
IHpoayxr Woyraun®™ Ixenpece (wbynpoden + napaneramoi), NopollioK AJis NPUTOTOBICHH
pacTBOPA LISt IPHEMA BHYTDb, 400 Mr+325 mr

Batch No. / : V2102287 Batch Quantity / : 26474.000 units /

Cepusi Ne Oo0bem napTu- 26474.000 ennnn

Analytical Report No. / : 890001568697 Date of Analysis / : 27.01.2022

AHaauTHYecKnii oTueT Ne Jlata aHajiuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov. 2023

JlaTa mpoH3BOACTBA T'ofien no

Analysis performed according ND / Ananus nposejen mo H/L: JIT1-007239-300721

~ Ne Test / Ilokasaresb Result / PesyanTaTht Specification / Hopma

12 |Package / YnaKoBKa 5 ginasachet of a combination |5 g in a sachet of a combination material

material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 6 sachets and|information leaflet in carton pack./Ilo5rs

MTaKETHKE KOMOWHHPOBAHHOTO
Marepuana (naMuHUpOBaHHasl
6ymara/[IOHI/amomuHueBas
¢onpra/[IBHIT). ITo 6 wixn 9 makeTHkoB
BMeECTe ¢ MHCTPYKIHEH 10 MPUMEHEHHUIO B
Mayky KapTOHHYIO.

H3

Xpanenne

"~ 15 |Shelflife / Cpok rogHoctn

2 years. / 2 rofia.

[ ¢osnsra/[TOHII). Io 6
MaKEeTUKOB BMECTE G
HHCTPYKLMEH o
NPUMEHEHUIO B nauky
KapTOHHYIO.
| 13 |Labeling / MapkupoBKa According to ND. /B coorserctsun ¢ HJI,
14 |Storage conditions / Store below 25 °C. / Ilpu Temnepatype He Bbie 25 °C,

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [1pogykT cooTBeTCTBYET Tpedosausm HJl

3aksouenue: OJJOGPEHO

Prepared by / Pardeep Kumar

HOHI‘OTOBJ'[eﬂoioﬁ—(

Checked by / Himesh Kumar
IIpoBepeHo:

c;;sk—f—/—“

L

Approved by: Manager/Executive / Pawan Kumar
Onobpeno: Menemkep / Pykosonuresnb

Print Date /

Iara: 07.02.2022

Print Date /
Tata: 07.02.2022

Print Date /
Jara: 07.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




